
PATENT 
Our Docket 



P-ZA 5015 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re Application of 
Maurizio Zanetti 

Serial No. 10/030,003 

U.S. Entry: October 24, 2001 

For: SOMATIC TRANSGENE 
IMMUNIZATION AND 
RELATED METHODS 



Commissioner for Patents 
Washington, D.C. 20231 



Group Art Unit: 1646 

Examiner: Not Yet Known 

I hereby certify that this correspondence is 
being deposited with the United States 
Postal Service as first class mail in an 
envelope addressed to: Commissioner for Patents 
Washington, D.C. 20231 , on July 31 , 2002. 



By 




Deborah L. Cadena, Reg. No. 44,048 



July 31. 2002 



Date of Signature 



INFORMA TION DISCLOSURE STATEMENT 



Sir: 



RECEIVED 

AUG 0 6 2002 

TECH CENTER 1600/2900 



In accordance with 3 7 C.F.R. § 1.97, enclosed are 
references relating to the above-identified application. For the 
convenience of the Examiner, these references are listed on the 
attached Form PTO-1449, and a copy of each is enclosed herewith. 

It is respectfully requested that these references be 
considered in the examination of this application and that their 
consideration be made of written record in the application file. 

_ . i . No fee is deemed necessary in connection with the 

tiling of this Information Disclosure Statement. However, if any 
fee is required, authorization is hereby given to charge the 
amount of any such fee to Deposit Account No. 03-0370. 

Respectfully submitted, 



Date: July 31. 2QQ2 




Campbell & Flores LLP 

4370 La Jolla Village Drive 

7 th Floor 

San Diego, California 92122 
USPTO CUSTOMER NO. 23601 



Deborah L. Cadena 
Registration No. : 44,048 
Telephone: (858) 535-9001 
Facsimile: (858) 535-8949 



\ 




Form PTO 1449 US Depart! 

Commerce 
and Trademark 
Office 



,TTY DOCKET NO: 
P-ZA 5015 



SERIAL NO. : 
10/030,003 



APPLICANT: Maurizio Zanetti 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 



FILING DATE: 
October 24, 2001 



GROUP: 
1646 



OTHER DOCUMENTS (Including Author, Title, Date, Pertinent Pages) 

U.S. PATENT DOCUMENTS 



EXAM. 
INITIALS 




DOCUMENT 
NUMBER 


DATE 


NAME 


CLASS 


SUB- 
CLASS 


FILING 
DATE 






5,508,386 


04/16/96 


Zanetti et al . 


530 


387.3 


12/16/94 






5,580,859 


12/03/96 


Feigner et al . 


514 


44 


3/18/94 






5,583,202 


12/10/96 


Zanetti 


530 


387.3 


12/16/94 






5,589,466 


12/30/96 


Feigner et al . 


514 


44 


1/26/95 






5,658,762 


08/19/97 


Zanetti et al . 


435 


69.6 


6/6/95 






5, 703, 055 


12/30/97 


Feigner et al . 


514 


44 


1/26/94 


FOREIGN 1 


PATENT DOCUMENTS 


EXAM. 
INITIALS 




DOCUMENT 
NUMBER 


DATE 


COUNTRY 


CLASS 


SUB- 
CLASS 


TRANSLATION 
(YES /NO) S 






0 460 076 Bl 


29/11/95 


Europe 

























OTHER DOCUMENTS (Including Author, Title, Date, Pertinent Pages) 



Anderson et al., "Immune Response in Mice Following Immunization with 
DNA Encoding Fragment C of Tetanus Toxin, " Infect. Immunity , 64:3168- 
3173 (1996) . ^ 

RECEIVhU 

AUG 0 6 2002 

TF0HCFNTFR1WOT 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if citation considered, whether or not citation is in conformance with 
MPEP 609; Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



1449. pat 




Form PTO 1449 US Department*^ 
Commerce Patent 
and Trademark 
Office 



Page 2 of 8 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 



TTY DOCKET NO: 
P-ZA 5015 



SERIAL NO . : 
10/030, 003 



APPLICANT: Maurizio Zanetti 



FILING DATE: 
October 24, 2001 



GROUP : 
1646 







Banerji et al., "A Lymphocyte -Specific Cellular Enhancer is Located 
Downstream of the Joining Region in Immunoglobulin Heavy Chain Genes « 
Cell. 33:729-74fl (IQfll) 1 UCUBi " 






T B ^L et T al " • MP 5° teCti0n A 9 ainst Mycoplasma Infection Using Expression- 
Library Immunization," Nature. 377:632-635 (tqqc) a F 






Billetta and Zanetti, "Ligand Expression Using Antigenization of 
Antioody: Principal and Methods," Immuno Methods , wi-«;i (tqqo) 






Si;en t tSt'ia^Sr?fH R ; 8P ? l f e8 ^ 3 DNA VaCCine Encodin 9 a F ^ion 
411 U998) Directed to Slfc es of Immune Induction, Nature, 392:408- 






Chattergoon et al . , "Specific Immune Induction Following DNA-Based 

Immunization Through In vivo Transfection and Activation of 

Macrophages/Antigen-Presenting Cells," J. Immunol., l fin- q W 7.«i o 
(1998) . 






Chen et al "Idiotype- Cytokine Fusion Proteins as Cancer Vaccines 

SSi^- o Ca f Y ° f IL " 2 ' IL_4 ' and Granulocyte-Macrophage Colony^ 
Stimulating Factor," J. Immunol., i S7 • 477^-4737 (1994) 






J " " Nak6d DNA P ° intS Way to ^ccines," Science, 259:1691-1692 
(1993). ] 






Condon et al., "DNA-Based Immunization by in vivo Transfection of 
Dendritic Cells," Nat. Med. r 2 • 11 1 ,0 (-, 9Qfi) srecxion ot 






Conry et al., "Immune Response to a Carcinoembryonic Antigen 
Polynucleotide Vaccine," Cancer Res. , Moisi-nffl (1°<M) 



EXAMINER 



DATE CONSIDERED 



S'S Draw t uL i thr=iS i c5' f C ? nSide J ed ' """"^ ° r " 0t Citatlon iS in ™„£or»a„c e with 

RECEIVED 

AUG 0 6 2002 



1449. pat 



TECH CENTER 1600/2900 



Commerce Patent 
and Trademark 
Office 


ATTY DOCKET NO: 
P-ZA 5015 


SERIAL NO . : 
10/030,003 


APPLICANT: Maurizio Zanetti 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


FILING DATE: 
October 24, 2001 


GROUP: 
1646 







Cox et al. # "Bovine Herpesvirus 1: Immune Responses in Mice and Cattle 
Iniected with Plasmid DNA, " J. Virol., 67:5664-5667 (1993). 






Crystal, "Transfer of Genes to Humans: Early Lessons and Obstacles to 
Success," Science, 270:404-410 (1995). 






Davis et al . , "Direct Gene Transfer into Skeletal Muscle In Vivo: 
Factors Affecting Efficiency of Transfer and Stability of Expression/' 
Human Gene. Ther., 4:151-159 (1993). 






Davis et al . , "Direct Gene Transfer in Skeletal Muscle: Plasmid DNA- 
Based Immunization Against the Hepatitis B Virus Surface Antigen., 
Vaccine, 12:1503-1509 (1994). 






Davis et al . , "Use of Plasmid DNA for Direct Gene Transfer and 
Immunization," Ann. NY Acad. Sci., 772:21-29 (1995). 






Davis et al., "DNA-Mediated Immunization to Hepatitis B Surface Antigen: 
Lonqevity of Primary Response and Effect of Boost," Vaccine, 14:910-915 
(1996) . 






Deonarain, "Ligand-Targeted Receptor-Mediated Vectors for Gene Therapy," 
Exp. Opin. Ther. Patents, 8(l):53-69 (1998). 






Disis et al . , "Granulocyte -Macrophage Colony- Stimulating Factor: An 
Effective Adiuvant for Protein and Peptide-Based Vaccines," Blood, 
88 .-202-210 (1996) . 






Doe et al., "Induction of Cytotoxic T Lymphocytes by Intramuscular 
Immunization with Plasmid DNA is Facilitated by Bone Marrow-Derived 
Cells," Proc. Natl. Acad. Sci. USA, 93:8578-8583 (1996). 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if citation considered, whether or not citation is in conformance with 
MPEP 609; Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 

1449. pat RECEIVED 

AUG 0 6 2002 



TECH CENTER 1600/2900 



^ATft^ 

Vorm PTO 144 9 US Denarfcmenfc*4i.|£*^ 
Commerce Patent 
and Trademark 
Office 


W 

ATTY DOCKET NO: 
P-ZA 5015 


SERIAL NO. : 
10/030,003 


APPLICANT: Maurizio Zanetti 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


FILING DATE: 
October 24, 2001 


GROUP : 
1646 







Donnelly et al . , "DNA Vaccines, " Annu. Rev. Immunol., 15:617-648 (1997). 






Doolan et al . , "Circumventing Genetic Restriction of Protection Against 
Malaria with Multigene DNA Immunization: CD8* T-Cell-, Interferon y-, and 
Nitric Oxide -Dependent Immunity," J. Exp. Med., 183:1739-1746 (1996). 






r<cK ana wiison, uene-.baseci inerapy, tjooaman & biiman s trie 
Pharmacoloaical Basis of Therapeutics, 9 th Ed., Chapt. 5, 77-101 (1995). 






Eisenbraun et al . f "Examination of Parameters Affecting the Elicitation 
of Humoral Immune Responses by Particle Bombardment -Mediated Genetic 
Immunization," DNA Cell Biol., 12:791-797 (1993). 






Fynan, "DNA vaccines: Protective Immunizations by Parenteral, Mucosal 
and Gene-Gun Inoculations," Proc. Natl. Acad. Sci . USA, 90:11478-11482 
(1993) . 






Gerloni et al . , "Activation of CD4 T Cells by Somatic Transgenesis 
Induces Generalized Immunity of Uncommitted T Cells and Immunologic 
Memory," J. Immunol., 162:3782-3789 (1999). 






Gerloni et al . , "Durable Immunity and Immunologic Memory to a Parasite 
Antiqen Induced by Somatic Transqene Immunization," Vaccine, 
16 (2/3) :293-297 (1998) . 






Gerloni et al . , "Immunity to Plasmodium Falciparum Malaria Sporozoites 
by Somatic Transqene Immunization," Nat. Biotech., 15:876-881 (1997). 






Gerloni et al., "Somatic Transgene Immunization with DNA Encoding and 
Immunoqlobulin Heavy Chain," DNA and Cell Biol., 16(5) -.611-625 (1997) . 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if citation considered, whether or not citation is in conformance with 
MPEP 609; Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



1449. pat 



RECEIVED 

AUG 0 6 2002 

TECH CENTER 1600/2900 



Form PTO 1449 US Departmenb'S«eE* 
Commerce Patent 
and Trademark 
urcxce 


w 

"aTTY DOCKET NO: 
P-ZA 5015 


SERIAL NO. : 
10/030,003 


APPLICANT: Maurizio Zanetti 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


FILING DATE: 
October 24, 2001 


GROUP : 
1646 







kserxom eu ax . , immunoj-og icai Memory ALuer oomacic iransgene 
Immunization is Positively Affected by Priming with GM-CSF and Does Not 
Recruire Bone Marrow-Derived Dendritic Cells," Eur. J. Immunol., 28:1832- 
1838 (1998) . 






Gerloni et al., "DNA Immunization in re/B- Deficient Mice Discloses a 
Role for Dendritic Cells in 1qM->1qG1 Switch In Vivo," Eur. J. Immunol., 
28 :516-524 (1998) . 






Gilkeson et al . , "Modulation of Renal Disease in Autoimmune NZB/NZW Mice 
bv Immunization with Bacterial DNA," J. Exp. Med., 183:1389-1397 (1996). 






Greqoriadis , "Genetic Vaccines: Strateqies for Optimization," Pharm. 
Res. , 15:661-670 (1998). 






Hsu et al., "Immunoprophylaxis of Allergen- Induced Immunoglobulin E 
Synthesis and Airway Hyperresponsiveness In Vivo by Genetic 
Immunization," Nat. Med. 2:540-544 (1996). 






Hurpin et al . , "The Mode of Presentation and Route of Administration are 
Critical for the Induction of Immune Responses to p53 and Antitumor 
Immunity," Vaccine, 16 (2/3) -.208-215 (1998). 






Huygen et al . , * Immunogenic ity and Protective Efficacy of a Tuberculosis 
DNA Vaccine," Nat. Med., 2:893-898 (1996). 






Iwasaki et al . , "The Dominant Role of Bone Marrow-Derived Cells in CTL 
Induction Following Plasmid DNA Immunization at Different Sites," J. 
Immunol., 159:11-14 (1997). 






Jones et al., "Potential Role of Granulocyte-Macrophage Colony- 
Stimulatinq Factor as Vaccine Adiuvant," Eur. J. Clin. Microbiol. 
Infect. Dis., 13 Suppl . 2:S47-S53 (1994). 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if citation considered, whether or not citation is in conformance with 
MPEP 609; Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 



1449 .pat 



RECEIVED 

AUG 0 6 2002 



TECH CENTER 1600/2900 



? E 



VO 

Commerce Patent 
and Trademark 
Office 


S&TTY BjpCKET NO: 


SERIAL NO. : 
10/030,003 


APPLICANT: Maurizio Zanetti 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


FILING DATE: 
October 24, 2001 


GROUP: 
1646 







Manickan et al., "Genetic Immunization Against Herpes Simplex Virus. 
Protection is Mediated bv CD4 + T Lymphocytes 1 , " J. Immunol., 155:259-265 
(1995) . 






McCluskie et al . , "Route and Method of Delivery of DNA Vaccine Influence 
Immune Responses in Mice and Non-Human Primates," Mol. Med., 9:267-300 
(1999) . 






I'lxiici chili viic , idi^cucu vctuuio iux, uciic iiicictpy f rrio£iD/ y.j.y\j j.yy 
(1995) . 






Nakano et al . , "Genetic Defect in T Lymphocyte -Specific Homing into 
Peripheral Lymph Nodes," Euro. J. Immunol., 27:215-221 (1997). 






Pertmer et al . , "Influenza Virus Nucleoprotein-Specif ic Immunoglobulin G 
Subclass and Cytokine Responses Elicited by DNA Vaccination are 
Dependent on the Route of Vector DNA Delivery," J. Virol., 70:6119-6125 
(1996) . 






Raz, et al., "Intradermal Gene Immunization: The Possible Role of DNA 
Uptake in the Induction of Cellular Immunity to Viruses," Proc. Natl. 
Acad. Sci. USA, 91:9519-9523 (1994). 






Raz et al., "Preferential Induction of a Th x Immune Response and 
Inhibition of Specific igE Antibody Formation by Plasmid DNA 
Immunization," Proc. Natl. Acad. Sci. USA, 93:5141-5145 (1996). 






Robinson et al . , "Protection Against a Lethal Influenza Virus Challenge 
by Immunization with a Haemaqcrlutinin-Expressinq Plasmid DNA," Vaccine, 
11:957-960 (1993). 






Roman et al . , "Immunostimulatory DNA Sequences Function as T Helper-1- 
Promotinq Adjuvants, " Nat. Med., 3:849-854 (1997). 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if citation considered, whether or not citation is in conformance with 
MPEP 609; Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 

1449. pat RECEIVED 



AUG 0 6 2002 



TECH CENTER 1800/2900 



i — = == Nbj 

Form PTO 1449 US DeDartment 

Commerce Patent 
and Trademark 
Office 


gffl^TIOCKET NO: 
P-ZA 5015 


SERIAL NO. : 
10/030,003 


APPLICANT: Maurizio Zanetti 


INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 


FILING DATE: 
October 24, 2001 


GROUP: 
1646 



Sedegah et al., "Protection Against Malaria by Immunization with Plasmid 
DNA Encoding Circumsporozoite Protein," Proc. Natl. Acad. Sci . USA , 
91:9866-9870 (1994) . 



Syrengelas et al . , "DNA Immunization Induces Protective Immunity Against 
B-cell Lymphoma," Nature Med . , 2:1038-1041 (1996). 



Tang et al . , "Genetic Immunization is a Simple Method for Elici-ting an 
Immune Response," Nature , 356:152-154 (1992). 



Tao and Levy, "Idiotype/Granulocyte -Macrophage Colony- Stimulating Factor 
Fusion Protein as a Vaccine for B-cell Lymphoma," Nature, 362:755-758 
(1993) . 



Tascon et al., "Vaccination Against Tuberculosis by DNA Injection," Nat. 
Med. , 2:888-892 (1996) . 



Taubes, "Salvation in a Snippet of DNA?" Science , 278:1711-1714 (1997). 



Torres et al . , "Differential Dependence on Target Site Tissue for Gene 
Gun and Intramuscular DNA Immunizations," J. Immunol . , 158:4529-4532 
(1997) . 







Ulmer et al., "Heterologous Protection Against Influenza by Injection of 
DNA Encodinq a Viral Protein," Science, 259:1745-1749 (1993). 






Ulmer et al . , "DNA Vaccines , " Curr. Opin. Immunol., 8:531-536 (1996). 



Verma and Somia, "Gene Therapy - Promises, Problems and Prospects," 
Nature, 389:239-242 (1997). 



Waisman et al . , "Suppressive Vaccination with DNA Encoding a Variable 
Region Gene to the T-Cell Receptor Prevents Autoimmune Encephalomyelitis 
and Activates Th2 Immunity," Nat. Med. , 2:899-905 (1996). 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if citation considered, whether or not citation is in conformance with 
MPEP 609; Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 

RECEIVED 



1449. pat 



AUG 0 6 2002 

TECH CENTER 1600/2900 



0 v\ 







«*• ui! 






Page 8 of 8 


Form PTO 1449 US Departrrafcit 


Of 


A#fY DOCKET 


NO: 




SERIAL NO. : 


Commerce Pafc^J 




#^ZA 5015 






10/030,003 


and Trademark 
Office 




APPLICANT: 


Maurizio 


Zanetti 


INFORMATION DISCLOSURE 




FILING DATE 


• 
• 




GROUP : 


STATEMENT BY APPLICANT 




October 24, 


2001 




1646 







Wang et al., "Gene Inoculation Generates Immune Responses Against Human 
Immunodeficiency Virus Type 1," Proc. Natl. Acad. Sci. USA, 90:4156-4160 
(1993) . 






Wang et al . , "DNA Inoculation Induces Neutralizing Immune Responses 
Against Human Immunodeficiency Virus Type 1 in Mice and Nonhuman 
Primates," DNA Cell Biol., 12:799-805 (1993). 






wnaien ec ai . , uiNA-MeQiacea immunization to cne riepacitis n surtace 
Antiqen. Activation and Entrainment of the Immune Response 3 '* 5 , " Ann. NY 
Acad. Sci., 772:64-76 (1995). 






Xiang and Ertl, "Manipulation of the Immune Response to a Plasmid- 
Encoded Viral Antigen by Coinoculation with Plasmids Expressing 
Cytokines," Immunity, 2:129-135 (1995). 






Xiang et al . , "Vaccination with a Plasmid Vector Carrying the Rabies 
Virus Glycoprotein Gene Induces Protective Immunity Against Rabies 
Virus," Viroloqy, 199:132-140 (1994). 






Xiong et al . , "Engineering Vaccines with Heterologous B and T cells 
Epitopes Usinq Immunoqlobulin Genes," Nat. Biotech., 15:882-886 (1997). 






Xiong et al., "In Vivo Role of B Lymphocytes in Somatic Transgene 
Immunization," Proc. Natl. Acad. Sci. USA, 94:6352-6357 (1997). 






Xu et al., "Protection Against Leishmaniasis by Injection of DNA 
Encodinq a Maior Surface Glycoprotein, qp63, of L. Maior," Immunoloqy, 
84 :173-176 (1995) . 






Yankauckas et al . , "Long-Term Anti-Nucleoprotein Cellular and Humoral 
Immunity is Induced by Intramuscular Injection of Plasmid DNA Containing 
NP Gene.," DNA Cell Biol., 12:771-776 (1993). 



EXAMINER 



DATE CONSIDERED 



EXAMINER: Initial if citation considered, whether or not citation is in conformance with 
MPEP 609; Draw line through citation if not in conformance and not considered. Include 
copy of this form with next communication to applicant. 

1449. pat RECEIVED 

AUG 0 6 2002 



TECH CENTER 1600/2900 



